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DETAILED ACTION 

Specification 

1. The disclosure is objected to because of the following informalities: the reference 
to Patent "6,190,648" should read - - 6,190,684 - 

Appropriate correction is required. 

Claim Objections 

2. Claims 4-6, 15 and 19 are objected to because of the following informalities: 

3. Claim 4: 

a. The recitation "submucosa and the musculature" in line 3 should read - - 
submucosa or the musculature - -. 

b. The recitation "prosthesis in pocket" in line 4 should read - - prosthesis in 
the pocket - 

4. Claim 5: 

a. The recitation "away from musculature" in line 1 should read - - away from the 
musculature - 

5. Claim 6: 

a. The recitation "a pocket" in line 2 should read - - the pocket - 

b. The recitation "submucosa and the musculature" in line 1 should read - - 
submucosa or the musculature - 

c. The recitation "needle through mucosa" in line 4 should read - - needle 
through the mucosa - 
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6. Claim 15: 

a. The recitation "the prosthesis" in line 2 should read - - the bulking prosthesis - 

7. Claim 19: 

a. The recitation "tip comprised" in line 1 should read - - tip comprises - -. 

b. The recitation "tip and a wedge-shaped tip" in line 2 should read - - tip or a 
wedge-shaped tip - -. 

Appropriate correction is required. 

Claim Rejections • 35 (JSC § 102 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the Invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

9. Claims 9-12 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Silverman et al. (Patent 6358197 B1). 

10. Claim 9: Silverman et al. (Patent 6358197 B1) teaches a system comprising: a 
needle (96,52) to make a hole through a mucosa (246) proximate to an anal sphincter 
(as described in lines 42-43 of column 20); a tubular instrument (96, 52) having a distal 
end and an opening (108) at the distal end (96b); and a pushing agent (180) to push a 
bulking prosthesis (337) through the tubular instrument (96, 52) and through the hole in 
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the mucosa (246, 248) (as described in lines 47-53 of column 17) (as seen in Figures 3, 
4, 6, 20 and 26). 

11. Claim 10: Silverman etal. (Patent 6358197 B1) teaches the system of claim 9, 
as described above, further comprising: a source of vacuum pressure (220) (as 
described in lines 29-31 of column 13); and a conduit (92, 232) (as described in lines 
63-65 of column 4, and lines 3-5 of column 14) to deliver the vacuum pressure from the 
source (220) to the mucosa (246, 248) (as seen in Figure 6) (as described in lines 18-25 
of column 16). 

1 2. Claim 1 1 : Silverman et al. (Patent 63581 97 B1 ) teaches the system of claim 1 0, 
wherein the conduit (92, 232) comprises a distal end with a cavity (227) at the distal end 
to receive the mucosa (246, 248) when the cavity (227) is positioned proximate to the 
mucosa (246, 248) and the vacuum pressure is delivered to the mucosa (246) (as seen 
in Figure 6) (as described in lines 18-25 of column 16). 

13. Claim 12: Silverman et al. (Patent 6358197 B1) teaches the system of claim 9, 
as described above, wherein the tubular (96, 52) instrument comprises the needle (96, 
52) (as seen in Figures 3, 4, and 6). 

14. Claims 13-15, 18-19 and 21 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Silvestrini (Patent 5824086). 

15. Claim 13: Silvestrini teaches a device comprising: a bulking prosthesis in the 
shape of a partial cylinder having an inner radius (as seen in Figures 8A-8C), wherein 
the bulking prosthesis comprises a hydrophilic polymer that forms a hydrogel in the 
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presence of water (as described in lines 26, 33-36, and 43-47 of column 6), and wherein 
the inner radius of the partial cylinder (as seen in Figures 8A-8C) is sized to conform to 
close the anus of a patient. 

16. Claim 14: The device of claim 13, wherein the bulking prosthesis has a 
substantially half-cylinder shape (as seen in Figures 8A-8C). 

17. Claim 15: The device of claim 13, wherein the bulking prosthesis assumes one 
of a miniature state and an enlarged state (as described in lines 43-47 of column 6), and 
the prosthesis assumes the shape of the partial cylinder in the enlarged state (as seen 
in Figures 8A-8C). 

18. Claim 18: Silvestrini teaches a device comprising: a rod-like bulking prosthesis 
having a sharpened tip (as seen in Figures 4-7 and 9), wherein the bulking prosthesis 
comprises a hydrophilic polymer that forms a hydrogel in the presence of water (as 
described in lines 26, 33-36, and 43-47 of column 6). 

19. Claim 19: Silvestrini teaches the device of claim 18, as described above, wherein 
the sharpened tip comprises a conical tip (as seen in Figures 4-7 and 9). 

20. Claim 21 : Silvestrini teaches the device of claim 1 8, as described above, 
wherein the rod-like bulking prosthesis assumes an enlarged state in the presence of 
water (as described in lines 26, 33-36, and 43-47 of column 6), and wherein the rod-like 
bulking prosthesis has a width of at least 0.005 to 0.250 inches, or 0.127 to 6.35 
millimeters, and thus a length of at least four millimeters in the enlarged state (as 
described in lines 46-52 of column 5). 
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Claim Rejections - 35 USC § 103 

21. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

22. Claims 1-4 and 6-8 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Silverman (Patent 6251 063 B1) in view of Sawhney (PGPUB 2001/0046518 A1). 

23. Silverman et al. (Patent 6251063 B1) teaches a method comprising: implanting a 
bulking prosthesis (337, 371) in tissue proximate to an anal sphincter (356) (as seen in 
Figure 19, 21 and 22), wherein the tissue comprises at least one of a submucosa and a 
musculature (202) underlying the submucosa (as seen in Figure 9 of Silverman et al.). 
Silverman et al. further teaches that implanting the bulking prosthesis (337, 371) 
comprises: penetrating a mucosa (196) proximate to the tissue with a syringe (366) 
needle (368) (as seen in Figures 21 and 23 of Silverman et al.) thereby forming a hole 
in the mucosa (196); drawing a mucosa (196) away from a musculature (201) 
underlying a submucosa (as seen in Figures 7 and 9); forming a pocket (227) in one of 
the submucosa and the musculature (201); and implanting the bulking prosthesis (337, 
371) in pocket (227) (as seen in Figures 7 and 9) (as described in lines 30-37 and 64-67 
of column 15 of Silverman et al.), through the syringe (366) needle (368) (as described 
in lines 21-26 of column 28 and 13-19 of column 29 of Silverman et al.). 
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24. However, Silverman et al. does not teach that the bulking prosthesis (337) 
enlarges after implantation. 

25. Sawhney teaches a bulking prosthesis that is in a miniature state at the time of 
implantation and assumes an enlarged state after implantation (as described in lines 4-6 
of paragraph [0026]), wherein the bulking prosthesis comprises a material that absorbs 
fluid from the tissue to assume the enlarged state (as described in lines 4-6 of 
paragraph [0026]) which in one embodiment is a hydrogel (as described in lines 1-5 of 
paragraph [0001]). 

26. It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use a bulking prosthesis similar to that of Sawhney in a method similar to 
that of Silverman et al. because the bulking prosthesis of Sawhney does not rely on 
precipitation of the implant from an injected solution. The precipitation of bulking 
particles within the injection site relies on a chemical reaction within the body (as 
described in lines 58-60 of column 12 of Silverman et al.). If a mistake is made 
concerning the composition of the solution, the procedure may require adjustment, 
repair or replacement of the implant. 

27. Furthermore, the bulking prosthesis of Sawhney swells to a size sufficient to 
lodge it within the tissue and seal against leakage of fluids (as described in lines 11-13 
of paragraph [0028] of Sawhney). A precipitation reaction does not guarantee a specific 
sized implant and if small particles precipitate they may dissipate and migrate away 
from the site of implantation. 
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28. Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over the 
combination of Silverman et al. (Patent 6251063 B1) and Sawhney (PGPUB 
2001/0046518 A1) as applied to claims 1 and 4 above, in view of Silverman et al. 
(Patent 63581 97 B1). 

29. The combination of Silverman et al. (Patent 6251063 B1) and Sawhney teaches 
the method of claim 4, as described above, comprising implanting a bulking prosthesis, 
which enlarges after implantation, in a pocket formed between the mucosa and muscle 
tissue proximate an anal sphincter. This combination does not teach the use of vacuum 
pressure. 

30. Silverman et al. (Patent 6358197 B1) teaches a method of implanting a bulking 
prosthesis comprising drawing the mucosa (246, 248) away from musculature (252, 
254) underlying the submucosa (256) by applying vacuum pressure (as described in 
lines 1-3 of the abstract and lines 53-57 of column 14) to an instrument proximate to the 
mucosa (246,248) (as seen in Figures 6 and 7). 

31 . It would have been obvious to one of ordinary skill in the art at the time of the 
invention to practice the method as taught by the combination of Silverman et al. 
(Patent 6251063 B1) and Sawhney using vacuum pressure as taught by Silverman et 
al. (Patent 6358197 B1) because it allows a physician to shape the target tissue into 
protrusions and form implants in the protrusions which have a consistent and 
predetermined size and shape (as described in lines 51-54 of column 20 of Silverman et 
al. (Patent 6358197 B1)). 
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32. Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Silvestrini (Patent 5824086) in view of Capecchi et al. (Patent 5489300). 

33. Silvestrini teaches the device of claim 13, as described above, comprising a 
bulking prosthesis in the shape of a partial cylinder wherein the bulking prosthesis 
comprises a hydrophilic polymer that forms a hydrogel. However, Silvestrini does not 
teach Dacron mesh surrounding the hydrophilic polymer. 

34. Capecchi et al. teaches the use of Dacron mesh to surround an implant (as 
described in lines 37-38 of column 1). 

35. It would have been obvious to one of ordinary skill in the art at the time of the 
invention to surround the hydrophilic polymer of Silvestrini with Dacron mesh as taught 
by Capecchi et al. because it promotes tissue ingrowth which will secure the bulking 
prosthesis (as described in lines 34-36 of column 1 of Capecchi et al.). 

36. Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Silvestrini (Patent 5824086) in view of Van Bladel et al. (Patent 7049346 B1). 

37. Silvestrini teaches the device of claim 13 as described above, comprising a 
bulking prosthesis in the shape of a partial cylinder wherein the bulking prosthesis 
comprises a hydrophilic polymer that forms a hydrogel. However, Silvestrini does not 
teach that the bulking prosthesis includes a radiopaque material. 

38. Van Bladel et al. teaches a bulking prosthesis that comprises a hydrophilic 
polymer that forms a hydrogel further comprising a radiopaque material (as described in 
lines 18-23 of column 6). 
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39. It would have been obvious to one of ordinary skill in the art at the time of the 
invention to make the bulking prosthesis of Silvestrini with a radiopaque material as 
taught by Van Bladel et al. because the radiopaque materials allow for monitoring of the 
treatment site by imaging means including x-ray imaging (as described in lines 25-30 of 
column 6 of Van Bladel et al.). 

40. Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Silvestrini (Patent 5824086) in view of Tu et al. (PGPUB 2002/0188308 A1). 

41 . Silvestrini teaches the device of claim 18 as described above, comprising a rod- 
like bulking prosthesis having a sharpened tip, which comprises a hydrophilic polymer 
that forms a hydrogel. However, Silvestrini does not teach that the bulking prosthesis 
has a helical thread. 

42. Tu et al. teaches a bulking prosthesis comprising a helical thread around the rod- 
like bulking prosthesis (as seen in Figures 32-34). 

43. It would have been obvious to one of ordinary skill in the art to make the bulking 
prosthesis of Silvestrini with helical threads as taught by Tu et al., and which are 
commonly used in the art, because the threads help to anchor the device within the 
tissue after implantation (as described in lines 3-5 of paragraph [0162] of Tu et al.). 

44. Claim 22 is rejected under 35 U.S.C. 103(a) as being unpatentable over Johnson 
et al. (Patent 6098629) in view of Hague et al. (PGPUB 2002/0072720 A1). 
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45. Johnson et al. teaches a method for manufacturing a bulking prosthesis 
comprising: providing a rod-like bulking prosthesis (as seen in Figures 3-6) that 
comprises a hydrophilic polymer that forms a hydrogel in the presence of water (as 
described in claim 14). However, Johnson et al. does not teach the formation of a 
sharpened tip on an end of the bulking prosthesis. 

46. Hague et al. teaches the formation (as described in lines 28-37 of paragraph 
[0037]) of a sharpened tip (26) on an end of a device to be inserted into the tissues of a 
patient (as described in lines 10-13 of paragraph [0036]). 

47. It would have been obvious to one of ordinary skill in the art at the time of the 
invention to manufacture the bulking prosthesis of Johnson et al. with the sharpened tip 
of Hague et al. because it separates the tissue at the implant site, reduces the pressure 
required for penetration of the skin and may be made of dissolvable material so that it 
does not cause irritation after the prosthesis has been implanted (as described in lines 
13-15 of paragraph [0036] and lines 37-39 of paragraph [0037]). 

48. Claims 23 and 24 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over the combination of Johnson et al. (Patent 6098629) and Hague et al. (PGPUB 
2002/0072720 A1) as applied to claim 22 above, and further in view of Boyd et al. 
(PGPUB 2001/0010021 A1). 

49. The combination of Johnson et al. and Hague et al. teaches the method of claim 
22, as described above, comprising the formation of a sharpened tip on a bulking 
prosthesis. This combination also teaches the formation of surface textures, coatings or 
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structures to resist migration of the bulking prosthesis (as described in lines 1-6 and 10- 
16 of column 8 of Johnson et al.), but it does not specifically teach the formation of a 
slot. Additionally this combination teaches the use of various retention structures around 
the bulking prosthesis (as described in lines 1-6 and 10-16 of column 8 of Johnson et 
al.), it does not specifically teach the machining of a helical thread. 

50. Boyd et al. teaches a method for manufacturing a bulking prosthesis comprising 
forming a slot (62, 52) in the bulking prosthesis (50) (as seen in Figures 5 and 6), and 
machining a helical thread around the bulking prosthesis in an alternative embodiment 
(as described in lines 3-7 of paragraph [0031] and 3-6 of paragraph [0039]). 

51 . It would have been obvious to one of ordinary skill in the art at the time of the 
invention to manufacture a bulking prosthesis similar to that of the combination of 
Johnson et al. and Hague et al. with a slot and/or the helical threading similar to those 
taught by Boyd et al. because a slot and/or helical threading will facilitate tissue 
ingrowth around the prosthesis, which secures the prosthesis within the implantation 
site and promotes healing of the surrounding tissue (as described in lines 14-18 of 
paragraph [0009] of Boyd et al. 

52. Claims 25-27 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wilk (PBPUB 2002/0091295 A1). 

53. Wilk teaches a method for implanting a bulking prosthesis comprising: implanting 
a rod-like bulking prosthesis (24, 52) having a sharpened tip (as seen in Figure 5), the 
bulking prosthesis (24, 52) engaged with an application device (14), rotating the bulking 



Application/Control Number: 10/698,216 Page 13 

Art Unit: 3735 

prosthesis with the application device to ensure proper positioning (as described in lines 
12-15 of paragraph [0056], as seen in Figures 1A-1C); and withdrawing the application 
device (14) (as seen in Figures 1A-1C) comprising disengaging the bulking prosthesis 
from application device, as the bulking prosthesis is left in the tissue after the 
application device is removed (as seen in Figures 1A-1C). 
54. While a particular tissues of the body are not specified, it was disclosed and 
would have been obvious to one of ordinary skill in the art at the time of the invention 
that this method can be used in any tissue of the body, including tissue proximate to an 
anal sphincter (BW) as described in one embodiment (as described in lines 9-12 of 
paragraph [0057]). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sara Lustusky whose telephone number is (571) 272 
8965. The examiner can normally be reached on M-F: 9 - 5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor II can be reached on (571) 272 4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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